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FINAL ACTION 

1. Applicant's response filed March 23, 2010 is acknowledged. Claims 1-9, 1 1- 
41 , 45-46 and 50-68 have been canceled. 

Claims 10, 42-44, 47-49 and 69-70 are under examination. 



Rejections Withdrawn 

2. In view of Applicant's remarks, the following rejections are withdrawn: 

(a) rejection of claims 10, 42-44 and 69-70 under 112 first paragraph, page 7, 
paragraph 5. 

(b) rejection of claims 10, 42-44 and 69-70 under 112 first paragraph, page 7, 
paragraph 6. 

Rejections Maintained 

3. The rejection under 35 U.S.C . 101 paragraph is maintained for claims 10 and 
42-44 for the reasons set forth on pages 3-4, paragraph 3 of the previous Office 
Action. 

The rejection is re-iterated below: 

Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 10 and 42-44 are rejected under 35 U.S.C. 101 because the claimed 
invention the claimed invention is not supported by either a specific and substantial 
asserted utility or a well established utility. 

Independent claim 10 is a complex of a ligand and a polypeptide, wherein the 
polypeptide comprises the isolated amino acid sequence selected from (i) the amino 
acids 40-60 of SEQ ID No:7 (mouse synaptotagmin II botulinum toxin serotype B 
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(BoNT/B)-binding domain) and (ii) the amino acids 40-60 of SEQ ID NO:9 (rat 
synaptogmin II botulinum toxin serotype (BoNT/B)-binding domain) wherein the ligand is 
BoNT/B and binds to the polypeptide at amino acids 40 to 60 of SEQ ID NO:7 or SEQ 
ID NO:9. 

The claimed invention is directed to a complex of a ligand and a polypeptide 
wherein the ligand is BoNT/B. The specification asserts a utility for the polypeptide. 
The specification asserts an utility for the BoNT/B which is the ligand. The instant 
specification lacks a specific and substantial utility for the claimed complex of a ligand 
and a polypeptide. The instant specification discloses a method for reducing BoNT/B 
cellular toxicity in target cells such as neurons by reducing the synaptotagmin I (syt I) 
and synaptotagmin II (syn II) protein levels in target cells by inhibiting BoNT/B related 
cellular functions of syt I and syn II (page 12). The specification teaches a method for 
screening for agents that block BoNT/B and polypeptide binding (page 14). The 
specification teaches using the polypeptide of the complex to detect BoNT/B or 
Clostridium botulinum (page 17). The utilities disclosed in the specification only 
disclose utilities for the polypeptide or the ligand, BoNT/B but not a complex of a ligand 
and a polypeptide wherein the ligand is BoNT/B. 



Applicant's Arguments 

Applicant urges that they have clearly provided specific and substantial utility for 
their invention. Applicant urges that the invention can be used to provide a method of 
identifying agents that can block the binding Between BoNT/B and synaptogmin I or II. 
Applicant urges that the specification points to specific BoNT/B binding domains of 
synaptogmin I and II and the binding of the BoNT/b to those domains in the context of 
identifying agents that can block interaction between BoNT/B and synaptogmin I or II. 
Applicant urges that the instant specification has a substantial or "real word use". 

Applicant asserts that claim 47 recites a complex of antibody with a polypeptide 
herein the polypeptide is a fragment of synaptogmin II. Applicant urges that in 
practice, one of skill in the art would not have to use a transgenic animal to produce an 
antibody or synaptogmin II. Applicant urges neither does one need a transgenic animal 
to from the complex claim in claim 47. Applicant urges that paragraphs [00079-00081] 
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of the specification demonstrate that proteins such as BONT/B can be injected into a 
mammal and complex form between BONT/B and synaptogmin II in the animal. 
Applicant urges that it is well known in the art to inject an antibody into an animal so that 
the antibody complexes specifically with the protein which the antibody recognizes. 

Examiner's Response to Applicant's Arguments 

Applicant's arguments filed March 23, 2010 have been fully considered but they 
are not persuasive. 

Claim 10 is drawn to a complex of a ligand and a polypeptide, wherein the 
polypeptide comprises the isolated amino acid sequence selected from the amino acids 
40-60 of SEQ ID NO.7 and the amino acids 40-60 of SEQ ID NO:9 wherein the ligand 
is BoNT/B and binds to the polypeptide at amino acids 40 to 60 of SEQ ID No:7 or SEQ 
ID No:9. 

It should be noted that the claims require that BoNT/B binds to amino acids 40 to 
60 of SEQ ID No:7 or SEQ ID No:9. Thus, the claims are complex, that is all ready 
bound. Applicant asserts that their invention has been described, defined and enabled 
by the instant specification. Applicant urges that the instant invention can be used to 
identifying agents that can block binding of BoNT/B and syt I or II or identify agents that 
can bind BoNT/B binding domain. Scientifically, when a ligand and polypeptide form a 
complex they are bound. In the art, screening assays that are used to identify 
compounds that bind or block binding are obtained by measuring the formation of a 
complex or the lack thereof. Thus, this invention cannot be used to screen or identify 
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agents because the ligand and the polypeptide are bound. What is being measured? 
The complex is already formed. How can you screen for other agents? 

The use of the invention disclosed by Applicant is not specific nor substantial. 
Applicant has not taught how to use the claimed invention. Therefore, the skilled artisan 
cannot use the claimed invention. Applicant has not satisfied the requirements for 
utility under 35 U.S.C. 101. 

In view of all of the above, this rejection is maintained. 



4. The rejection under 35 U.S.C . 1 01 paragraph is maintained for claims 47-49 
and 69-70 for the reasons set forth on pages 4-6, paragraph 4 of the previous Office 
Action. 

Claims 47-49 and 69-70 are rejected under 35 U.S.C. 101 because the claimed 
invention the claimed invention is not supported by either a specific and substantial 
asserted utility or a well established utility. 

Independent claim 47 is a complex of a ligand and a polypeptide, wherein the 
polypeptide comprises the isolated amino acid sequence selected from (i) the amino 
acids 40-60 of SEQ ID No:7 (mouse synaptotagmin II botulinum toxin serotype B 
(BoNT/B)-binding domain) and (ii) the amino acids 40-60 of SEQ ID NO:9 (rat 
synaptogmin II botulinum toxin serotype (BoNT/B)-binding domain) wherein the ligand is 
BoNT/B and binds to the polypeptide at amino acids 40 to 60 of SEQ ID NO:7 or SEQ 
ID NO:9 and reduces binding of BoNT/B to the polypeptide, and wherein the complex 
is located in vivo in a mammal. 

Independent claim 69 is a complex of a ligand and a polypeptide, wherein the 
polypeptide comprises the isolated amino acid sequence selected from (i) the amino 
acids 40-60 of SEQ ID No:7 (mouse synaptotagmin II botulinum toxin serotype B 
(BoNT/B)-binding domain) and (ii) the amino acids 40-60 of SEQ ID NO:9 (rat 
synaptogmin II botulinum toxin serotype (BoNT/B)-binding domain) wherein the ligand is 
an antibody against said amino acid sequence and binds to the polypeptide at amino 
acids 40 to 60 of SEQ ID NO:7 or SEQ ID NO:9, thereby reducing binding of BoNT/B to 
the polypeptide. 

The claimed invention is directed to a complex of a ligand and a polypeptide 
wherein the ligand is and antibody that binds to the polypeptide at amino acids 40 to 60 
of SEQ ID NO:7 or at amino acids 40 to 60 of SEQ ID NO:9 and reduces binding of 
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BoNT/B to the polypeptide. The specification asserts a utility for the polypeptide. The 
specification asserts an utility for the antibody which is the ligand. The instant 
specification lacks a specific and substantial utility for the claimed complex of a ligand 
and a polypeptide. The instant specification discloses a method for reducing BoNT/B 
cellular toxicity in target cells such as neurons by reducing the synaptotagmin I (syt I) 
and synaptotagmin II (syn II) protein levels in target cells by inhibiting BoNT/B related 
cellular functions of syt I and syn II (page 12). The specification teaches a method for 
screening for agents that block BoNT/B and polypeptide binding (page 14). The 
specification teaches using the polypeptide of the complex to detect BoNT/B or 
Clostridium botulinum (page 17). The utilities disclosed in the specification only 
disclose utilities for the polypeptide or the ligand which is the antibody that binds to the 
polypeptide at amino acids 40 to 60 of SEQ ID NO:7 or at amino acids 40 to 60 of SEQ 
ID NO:9 and reduces binding of BoNT/B to the polypeptide but not a complex of a 
antibody and a polypeptide. The instant specification has failed to show that claimed 
complex comprising the polypeptide and the antibody that binds to the polypeptide at 
amino acids 40 to 60 of SEQ ID NO:7 or at amino acids 40 to 60 of SEQ ID NO:9 can 
reduce binding of BoNT/B to the polypeptide. Page 14 of the instant specification 
discloses monoclonal and polyclonal antibodies that are specific for the BoNT/B binding 
domains of syt I and syt II to block the BoNT/B binding sites on syt I and syt II. The 
antibody blocks the binding of the BoNT/B binding sites on syt I and syt II and not the 
complex comprising the antibody and a polypeptide. The instant specification has not 
established that the claimed complex would be capable of reduce binding of BoNT/B to 
the polypeptide. 

In regards to claim 47 which recites the limitation "...wherein the complex is 
located in vivo in a mammal", this claim and the claims which depend from claim 47 are 
not supported by either a credible asserted utility or a well-established utility. 

Neither the specification as filed nor any art of record discloses or suggests any 
specific property or activity for the animals such that a utility would be well established 
for the animals. 



Applicant's Arguments 

Applicant urges that they have clearly provided specific and substantial utility for 
their invention. Applicant urges that the invention can be used to provide method of 
identifying agents that can block the binding between BoNT/B and synaptogmin I or II. 
Applicant urges that the specification points to specific BoNT/B binding domains of 
synaptogmin I and II and the binding of the BoNT/B to those domains in the context of 
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identifying agents that can block interaction between BoNT/B and synaptogmin I or II. 
Applicant urges that the instant specification has a substantial or "real word use". 

Applicant asserts that claim 47 recites a complex of antibody with a polypeptide 
herein the polypeptide is a fragment of synaptogmin II. Applicant urges that in 
practice, one of skill in the art would not have to use a transgenic animal to produce an 
antibody or synaptogmin II. Applicant urges neither does one need a transgenic animal 
to from the complex claim in claim 47. Applicant urges that paragraphs [00079-00081] 
of the specification demonstrate that proteins such as BONT/B can be injected into a 
mammal and complex form between BONT/B and synaptogmin II in the animal. 
Applicant urges that it is well known in the art to inject an antibody into an animal so that 
the antibody complexes specifically with the protein which the antibody recognizes. 

Examiner's Response to Applicant's Arguments 

Applicant's arguments filed March 23, 2010 have been fully considered but they 
are not persuasive. 

It should be noted that the claims require that BoNT/B binds to amino acids 40 to 
60 of SEQ ID No:7 or SEQ ID No:9. Thus, the claims are complex that is all ready 
bound. Applicant asserts that their invention has been described, defined and enabled 
by the instant specification. Applicant urges that the instant invention can be used to 
identifying agents that can block binding of BoNT/B and syt I or II or identify agents that 
can bind BoNT/B binding domain. Scientifically, when a ligand and polypeptide form a 
complex they are bound. In the art, screening assays that are used to identify 



Application/Control Number: 10/695,577 Page 8 

Art Unit: 1645 

compounds that bind or block binding are obtained by measuring the formation of a 
complex or the lack thereof. Thus, this invention cannot be used to screen or identify 
agents because the ligand and the polypeptide are bound. What is being measured? 
The complex is already formed. How can you screen for other agents? 

Specifically for claims 47 and 69, it requires that the complex is formed by a 
ligand and a polypeptide, wherein the ligand is an antibody the binds to the polypeptide 
and the polypeptide comprises amino acids 40 to 60 of SEQ ID NOs.7 or 9 and this is 
takes place in vivo. As stated above, complex is bound. How can this complex be 
used for identifying compounds? Applicant has already identified in the claim that the 
ligand is an antibody the binds to polypeptide comprising amino acids 40 to 60 of SEQ 
ID NOs.7or 9. 

The use of the invention disclosed by Applicant is not specific no substantial. 
Applicant has not taught how to use the claimed invention. Therefore, the skilled artisan 
cannot use the claimed invention. Applicant has not satisfied the requirements for 
utility under 35 U.S.C. 101. 

In view of all of the above, this rejection is maintained. 



Status of the Claims 

5. No claims allowed. 
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6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Conclusion 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to VANESSA L. FORD whose telephone number is 
(571)272-0857. The examiner can normally be reached on 9 am- 6 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on (571) 272-0756. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Vanessa L. Ford/ 

Primary Examiner, Art Unit 1645 

June 17, 2010 



